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3 Mnrch 2003 

Mr II:uriel Y. Kerovich 
Rcjiulnto~y Projects Mxnager 
I)ivi4ion 0f (‘Ivcr-the-C’ountcr I>rug Products 
IX.rcl~mcn~. Control Room I IFU-560 
FOOD AND DRIJC; ADMINISTRATION 
5GOO Fishers Lillle 
ROCKVILLE. MARY1 AND 20X57 

F:ix: 00 I5- I-30 1427-t~X70 

Dcnr Mr Kcmvich. 

Rc.: Tinrc and Extent Application for ‘I’m ‘I’rw Oil ns an Antiseptic Acti 
fur OTC Unrcstrictrd Distrihtinn 
OTC lilcr Trxk In Cc 3308 
(Krfcr Dcrrkc~ Numbrrs: 78N-1HSl-l. 7SN-lN3P, %N-0277) 

l nm rclbrrinji to your correspondence diltcd Fcbruruy 6, 2003 to our Chairmzm, 
Christoplicr Peali. 

As thcrc were sever:11 &izcn p&lions submitted CO the FDA over n number oTy 
concerning Austr;llinn IOH I.rcc c,iI, we require clarific:dion rrorn you rrs to the spc 
petition and Docket N gmber refcrrcd to by your review division f’or which the ZI 
inlbrmntion listed in yxlr correspondence is rcqrrcstcd. YOH hnvc indientod thnl 
for ten tree oil might hc under cnnsidcnltiotr ns pnrt of ongoing rulcmakinga and 
exnmplc. toi1 tree oil i? currently hcing rcvicw ,W ZI?II nctivo ingredient Car 1110 firs 
nntiseptic drug: monogrnph (finnl monogrnph). 11 is for lhcse reasons and to rlim 

further confusion that WC would :ipprwialt: it irynu would provide us with the ti 
rcfcrrcd to in your coryespondencc by your rcvicw division with rcRnrd to ndditi 
information. 111~’ W ‘s uripirrn! submission d;ltg ilnd Docket Numhor. 

Thnnking you in nntic.ip;ltion oi’your help in this m:ltLcr. 

Yuurs :iiriccrcly 

Technicnl Mnnnger 
I<cgitI;~twy AlXir~ 
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